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Art Unit: 1655 

DETAILED ACTION 

Currently, Claims 1-7 are pending. Claims 1-7 are examined on the merits. 

Election/Restrictions 
Applicant's election without traverse of Sambucus nigra, Centella asiatica, 
Enchinacea purpurea in the reply filed on Dec. 15, 2006 is acknowledged. 
Claim 4 is not withdrawn because it recites the elected species. 

Specification 

The use of the trademarks carbopol 974P, povidone K-90, povidone K-29-32 
have been noted in this application. It should be capitalized wherever it appears and be 
accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Objections 

Claim 4 is objected to because of the following informalities: Claim 4 contains 
misspellings of Centella. Appropriate correction is required. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the.subject matter which the applicant regards as his invention. 

Claims 3-4, 7 are rejected under 35 U.S.C. 112, second paragraph, as being 

' indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. In Claim 3, the terms "by weight percentage," "10 to 

20 an adhesive polymer," and "10 to 20 polyvinylpyrrolidone" are unclear. Clarification 

is required. 

A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 1 0 USPQ2d 2031 , 2033 (Bd. Pat. 
App. & Inter. 1989), as to where broad language is followed by "such as" and then 
narrow language. The Board stated that this can render a claim indefinite by raising a 
question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte 
Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 3 recites the 
broad recitation polyvinylpyrrolidone, and the claim also recites povidone K-90 or K-29- 
32 which is the narrower statement of the range/limitation. 

In addition, Claim 3 contains trademark terms, carbopol 974P, povidone K-90, 
povidone K-29-32. These terms are used in a claim as a limitation to identify or 
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describe a particular material or product, the claim does not comply with the 
requirements of the 35 U.S.C. 112, second paragraph. Ex parte Simpson, 218 USPQ 
1020 (Bd. App. 1982). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by Domb et 
al. (US 2003/0003140 A1). 

Applicant's claim is drawn to a composition of Sambucus nigra, Centella asiatica, 
Echinacea purpurea, excipient of acrylic acid and polyvinylpyrrolidone, a tablet coated 
with non-adhesive material. 

Domb et al. teaches a composition of a topic self-ad hesve sticker for treating 
mucosal disorders comprising Echinacea purpurea, Elder (Sambucus nigra), Gotu-kola 
(Centella asiatica) (Table 1), povidone (polyvinylpyrrolidone ) (paragraph 0147), acrylic 
acid polymers (claim 23), tableting excipients (claim 24). 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Domb et al..(US 2003/0003140 A1) as applied to claims 1-4 above, and further in view 
of Rork et al. (US 55431 54) and Humber et al (US 5780046). 

Applicant's claim is drawn to a composition of Sambucus nigra, Centella asiatica, 
Echinacea purpurea, excipient of acrylic acid and polyvinylpyrrolidone, a tablet coated 
with non-adhesive material, lactose, carbopol 974P, povidone K-90, povidone K-29-32, 
hydroxpropyl cellulose. 

Domb et al. teaches a composition of a topic self-adhesve sticker for treating 
mucosal disorders comprising Echinacea purpurea, Elder (Sambucus nigra), Gotu-kola 
(Centella asiatica) (Table 1), povidone (polyvinylpyrrolidone ) (paragraph 0147), acrylic 
acid polymers (claim 23), tableting excipients (claim 24). However it does not teach the 
other ingredients. 
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Rork et al. teaches an acrylic acid called CARBOPOL 974P (column 4, lines 34- 
37), excipients such as lactose, polyvinylpyrrolidone to make tablets, active agents from 
about 0.01% to about 75% of the core weight (column 7, lines 26, 28-29, 32, 36-37), 
polymeric coating is applied to and adheres to the entire surface of the core (column 9, 
lines 8-9), povidone (K29-32 (column 10 line 59), tablets were rolled to prevent sticking 
(column 11, lines 5-6). 

Humber et al. teaches formulation for tablet with hydroxypropyl cellulose (column 
9, line 1). 

The references also do not specifically teach combining all of the claimed 
ingredients together. The references do teach that the ingredients are for making 
tablets (see Humber et al., column 1 , line 9; Domb et al., paragraph 0001 ; Rork et al., 
column 1 1 , line 3). As discussed in MPEP 2144.06: 

It is prima facie obvious to combine two compositions each of which is taught by 
the prior art to be useful for the same purpose, in order to form a third composition to be 
used for the very same purpose.... \T]he idea of combining them flows logically from 
their having been individually taught in the prior art. 

Thus, it would be obvious to combine compounds to make a tablet because they 
are taught in the reference to have the same purpose. 

The references also do not specifically teach adding the ingredients, in the 
amounts claimed by applicant. The amount of a specific ingredient in a composition is 
clearly a result effective parameter that a person of ordinary skill in the art would 
routinely optimize. "[W]here the general conditions of a claim are disclosed in the prior 
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art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
Thus, optimization of general conditions is a routine practice that would be obvious for a 
person of ordinary skill in the art to employ. It would have been customary for an 
artisan of ordinary skill to determine the optimal amount of each ingredient to add in 
order to best achieve the desired results. Thus, absent some demonstration of 
unexpected results from the claimed parameters, this optimization of ingredient amount 
would have been obvious at the time of applicant's invention. 

ii 

Claim 1 is rejected under 35 U.S.C. 103(a) as being obvious over Levine et al. 
(WO 02/094300 A1) and Domb et al. (US 2003/0003140 A1). 

Levine et al. teaches a composition of a topic self-adhesve sticker for treating 
mucosal disorders comprising Echinacea purpurea, Sambucus nigra, Centella asiatica 
(Claim 1 ). However it does not teach the other ingredients. 

Domb et al. teaches a composition of a topic self-adhesve sticker for treating 
mucosal disorders comprising povidone (polyvinylpyrrolidone ) (paragraph 0147), acrylic 
acid polymers (claim 23), tableting excipients (claim 24). 

The reference also does not specifically teach formulating the composition in the 
forms claimed by applicant. These pharmaceutical forms are well known in the art to be 
acceptable means of administering a pharmaceutically active substance. Based on this 
knowledge, a person of ordinary skill in the art would have had a reasonable 
expectation that formulating the composition taught by the references in the claimed 
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forms would be successful. Therefore, an artisan of ordinary skill would have been 
motivated to formulating the composition taught by the reference in the forms claimed 
by applicant. In addition, while the reference does specifically claim using the plant 
extracts, the reference does teach using composition for mucosal diseases. Thus, a 
person of ordinary skill in the art would reasonably expect that the plant extracts used 
for mucosal disease could be formulated with the claimed ingredients in the composition 
of the reference. Such reasonable expectation would provide motivation to use the 
claimed ingredients. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claim 1 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 , 20, 24, 25, 35, 39, 40, 50, 62, 68 
of copending Application No. 10/478718. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the therapeutic 
composition containing the plant species Sambucus nigra, Centella asiatica, and 
Echinicea purpurea. 

The applied reference has a common inventor, William Levine, with the instant 
application. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) 
might be overcome by: (1 ) a showing under 37 CFR 1 .132 that any invention disclosed 
but not claimed in the reference was derived from the inventor of this application and is 
thus not an invention "by another"; (2) a showing of a date of invention for the claimed 
subject matter of the application which corresponds to subject matter disclosed but not 
claimed in the reference, prior to the effective U.S. filing date of the reference under 37 
CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the application 
and reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1 .321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 1 03(a). See MPEP § 706.02(l)(1 ) and § 706.02(l)(2). 
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Conclusion 



No claim is allowed. 



Contact Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catheryne Chen whose telephone number is 571-272- 
9947. The examiner can normally be reached on Monday to Friday, 9-5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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